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DECLARATION UNDER 37 CFR § 1.132 

I, Ferris H. Lander, do hereby declare as follows: 

1. I am a registered Patent Agent and am authorized to 
represent the inventor' s and assignee in the application entitled 
^^Complement C3 Precursor Biopolymer Markers Predictive of Type II 
Diabetes", having U.S. Application Serial No. 09/993,287, filed 
November 23, 2001. 

2. In the Advisory Action mailed on December 29, 2005, the 
Examiner maintained the Final Action. Specifically, the Examiner 



asserts that the figures do not show clear differential expression. 
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of the claimed sequences. 

3. Applicants strongly disagree with the Examiner's 
determination and assert that the figures do provide clear 
differential expression of the claimed sequences (SEQ ID N0S:l-3) . 

4. The first figure attached hereto is entitled "DEAE 
KElution) Normal vs. Diabetes Type II" and represents Figure 1 as 
originally filed. This figure was produced by scanning the original 
photograph of the gel. The claimed SEQ ID NOSrl and 2 were obtained 
from samples analyzed in the gel shown in Figure 1. 

At page 46, lines 8-11 of the instant specification as 
originally filed, SEQ ID N0:1 is identified as a fragment of the 
complement C3f precursor protein having a molecular weight of about 
1212 daltons (1211.67 daltons) . Figure 2, as originally filed, 
shows the characteristic mass spectral profile of SEQ ID N0:1 (see 
top left of figure for band number analyzed, Dl(E)C3-2 and see top 
right of figure for molecular weight of the exemplified ion, 1211) . 
Band 3-2, identified in lane 1 of the gel shown in Figure 1, is 
clearly labeled as containing complement C3f, Thus, it can be 
ascertained that the claimed S ^ ID N0:1 is a frag ment of the 
complement C3f precursor protein weighing about 1212 daltons 
obtained from Band 3-2 of the gel as shown in Figure 1. Band 3-2 
is immediately evident in all four normal samples (lanes 1-4, as 
read from the left, marked_^ circles) and cle arly absent in all 
five diabetes Type II samples (lanes 5-9, marked by squares). ^ /' 
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At page 46, lines 11-13 of the instant specification as 
originally filed, SEQ ID NO: 2 is identified as a fragment of the 
complement C3 precursor protein having a molecular weight of about 
2173 daltons (2172.99 daltons) . Figure 3, as originally filed, 
shows the characteristic mass spectral profile of SEQ ID NO: 2 (see 
top left of figure for band number analyzed, Dl(E)C3-2 and see 
bottom right of figure for molecular weight of the exemplified ion, 
2173), Band 3-2 ._id entif ied in lane 1 of t he gel shown in Figure 
1, is clearly labeled as containing complement component 3 
precursor. Thus, it can be ascertained that the claimed SEQ ID NO: 2 
iV^a^lragm^^ of the complement C3 precursor protein weighing about 
2173 daltons obtained from Band 3-2 of the gel as shown in Figure 
1. Band 3-2 is immediately evident in all four normal samples 
(lanes 1-4, as read from the left, marked by circles) and clearly 
absent in all five diabetes Type II samples (lanes 5-9, marked by 
squares) . 

No new matter has been added; ^i^^e^, as attached, is simply 
a clearer copy of Figure 1 as originall y filed and is provided to 
ciafify"The presence and dif f erential_ex pression of the claimed 
biopolymer markers'^^(SEQ ID NOSj^ ^^and^^^^^ The gel shown in the 
figure does not represent new experimentation; the figure shows a 
clearer image of the original gel made at the time that the 
experiments described in the instant specification were first 
carried out . 

5. The second figure attached hereto is entitled ^^HiQ3 
(scrub) Normal vs. Diabetes Type II" and represents Figure 4 as 
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originally filed. This figure was also produced by scanning the 
original photograph of the gel. The claimed SEQ ID NO: 3 was 
obtained from samples analyzed in the gel shown in Figure 4. 

At page 46, lines 13-15 of the instant specification as 
originally f iled,^/SE Q^ identified as a fragment of the 

complement C3 precursor protein having a molecular weight of about 
1191 daltons (1190.6210 daltons) . Figure 5, as originally filed, 
shows the characteristic mass spectral profile of SEQ ID NO: 3 (see 
top left of figure for band number analyzed, Q (SCRUB) S2 and see 
top right of figure for molecular weight of the exemplified ion, 
1190.60) . Band 2, identified in lane 10 of the gel shown in Figure 
4, is clearly labeled as containing complement component 3 
precursor. Thus, it can be ascertained that the claimed SEQ ID NO: 3 
is a fragment of the complement C3 precursor protein weighing about 
1191 daltons obtained from Band 2 of the gel as shown in Figure 4. 
Band 2 is immediately evident in all fou r^ normal samples (lanes 7^:: 
10, as read from the left) and cIear]j^_abseat_Jj^ 
Type II samples (lanes 2-6). (lOT th^- jc^\L t^Hrj^^ 

No new matter has been added; Figure 4, as attached, is simply 
a clearer copy of Figure 4 as originally filed and is provided to 
clarify the presence and differential expression of one of the 
claimed biopolymer markers (SEQ ID NO: 3). The gel shown in the 
figure does not represent new experimentation; the figure shows a 
clearer image of the original gel made at the time that the 
experiments described in the instant specification were first 
carried out . 
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6. The attached table is a partial listing of markers 
identified by the instant inventors; including the currently 
claimed markers, SEQ ID N0S:l-3 (see experiments 9, 10 and 17; 
marked by *) . Each peptide marker in the table is described using 
five main categories. For example, one of the currently claimed 
markers, SEQ ID NO: 2, was obtained from Band 3 of the gel using 
DEAE 1 Elution chromatography as the preparatory step to mass 
spectrometric analysis, identified during experiment 17 as a 
fragment of complement C3 precursor weighing about 2172 daltons and 
was found to be present in normal samples during comparison of 
normal samples versus Type II diabetes samples. It is noted that 
instantly claimed SEQ ID N0:1 was also identified in Band 5 of the 
gel shown in Figure 4. No new matter has been added by the 
disclosure of the table. The data summarized in the attached table 
does not represent new experimentation; the table shows the data 
which was collected at the time that the experiments described in 
the instant specification were first carried out. 

7. Accordingly, it is established that the figures (Figures 
1-5, as originally filed and Figures 1 and 4, as attached) show 
that the claimed peptides (SEQ ID N0S:l-3) are present in samples 
obtained from patients determined to be normal with regard to Type 
II diabetes and absent from samples obtained from Type II diabetes 
patients. Thus, contrary to the Examiner's determination, the 
figures do show differential expression of the claimed sequences 
(SEQ ID N0S:l-3) . 
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The lindersigned declares that all statements made herein of his own knowledge 
are true and that all statements made on information and belief are believed to 
be true; and further that these statements were made with the knowledge that 
willful, false statements and the like are punishable by fine or imprisonment, 
or both, under Section 1001 of Title 18 of the United States Code and that such 
willful false statements may jeopardize the validity of the Application or any 
patent issuing thereon. 
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